
INTEGRATlVE THERAPEU+kS CNCI” ENZYMAkZ THERAPY’ 
NF Formufas al PhytaPharmica 6t 

Tyler Enzapsulatians cvitaline Formulas 
I _. :. -----.. - .--,--“~-.-i~. .,_- --___. -_-_ ---.-_-.--l”l. “... 

9755 SW Commerce Circle, Sutte 52 

PHYTOPHARM1CA* 

Wilsonville, OR 9 7070 
P: 503.582.83@6 -i F: 503.582.0467 

/.-_ -^_- --, - ,--.- --_ .._ -.-..- __ ---_ ._-__- _ __ _.,._ -.. _ _ 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.449.1313 c F: 888.570.6460 (Enzymatic) 

9,: ,?20,469.9(?99 + F: 920.469.4418 (Phyto) 

August 23,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disdaimers 

Dear Sir or Madam: 

This letter is to notify you that the, following prod’uet is Manufactured, Paeked,‘an~or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wiscansin 543 I1 has a label J&at contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymati& Therapy, Ini. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the a&t and comply with se&ion 403(r)(6} oftbe a& These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

One way to support 
the liver is through 
periodic 
supplementation with 
the proper baiaslee of 
herbal ingredients, 
phytosterols and 
fiber. * 

Complete Liver 
Cleanse* Viscfiber& Oat ~-~iu~a~,~~~~~~~~t~; phytdsterots (beta 

sitc&t&oi, campestero[, ~grn~~~~r~i, brassjcasterol, and 
other piant sterc$s, an4 gi~co~~~~~, Milk Thistle (S&bum 
marianum) Fruit PhytosomefM, ,Bwdock (Arctium iappa) 
Root Extract, Cal~u~,D~G~u~a~at~~ Boldo (Peumus 
baldus) &ear’ Extract,, ?urrjwric (~ur~uma longa) Rhizome 
Extract, Oandefion (l’araxacqm offinale) Root Extract, 
ArUchoke (Cywa scolyq~~s) l&af Extract 

I certify that the information contained in this notice is complete and accurate-zmd that Enzymatic Therapy, Inc. has 
substantiation t.hat the statements .are truthful and not misleading. 

By: ~~~~ 
Robert Doster 

Title: Senior ‘Vice President of Scientific Affairs 

If you have any questions, please: contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

inancial Officer 



INTIXRATWE THER+PENJTlCS #MCI” iPiZYMATIC TWERAPV” 
NF Formulas Q PhytoPharmica’ & 

Tyler Encapsu,iatEans + Vitaline Farmulas PWVTOPHARMECA* 
-.._l. __._l_..._...__ ___^~_““_ ---- _--~-- -_. -.I- ^ __/.. .._ . _..,. _ .” ̂  .-,. .x-.- ._ . . ..-_. __I-.- _._...” __.. -..--_..---.. 

9755 SW Commerce Circle, Suite 82 825 Cha%xger Drive, Green Bay, WI 54317 -8328 
wilsonvide, OR 97070 P: 920.469.1313 CI F: 888.570.6460 (Enzymatic) 

p: 503.58i.8386 a- F: 503.582.0467 P: 920.469.9099 + F: 920.469.441 B.(Phyto) 

August 23,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, BFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug .Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REk Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following prodW is Manufactured, Packed, e&/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Baj; Wisconsin 54311 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, 1~. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with s~tion.?O3(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the i&ned’iaie &ure, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Complete Liver 
Cleanse is a 
convenient, multi- 
ingredient formula that 
supports ioverall liver 
health and 
detoxification.* 

Blend: Vi&cfibe@. Oat 
phytostwols @eta sitq+%ot, camp6@w$, stigmasterol, 
brassicasterol, z&q! other plant StwSs, and glucomanan, 
Milk Thistle (Silybum ma@w$n) FruitPhytosomeTM, 
Bwdodk {Arc&&i ~~p~),.~~ot Extrqct, Calcium D- 
@warate, Boldo (~~urn~s~~?l~~) Leaf Extract, Turmaric 
“[Curcui?w longaj Rhizome Etiract,~Dandejion 
(Ta@xacum offi%&?) Root Extra&, A&choke (Cynara 
Scolymus) Leaf Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. _ 

By: -I2L;p4 f&L 
Robert Doster : 

Title: Senior Vice President of Scientific Affairs 

Date: S/2,3/05 1 

If you have any questions, please contact Robert Do&r, Senior Vice President of Scientific ‘Affairs at 
(920) 406-3608. 

Chief Financial Officer 



lNTEGR,ATlV& TiWRdPEUflES~ lNC,” ~N~Z~~AT~e THERAPY” 
NF Formulas 6 PhytoPharMica & 

Tyler Entapsulati-ens d Vitaline Formulas PWYTOPHARM#CAe 
---1- ---“*l----^-^.-“.-~-__I .___ I.,” -___ _.-. __” __,. ” .^.. __ _ _ __.,- ” ..b .-.-e.. -.- ---11._..1.. r^ __.._ ̂ .--._.. ̂ . -__ l_i_. .__..” ____. 

9755 SW‘Coriwqerce Circle, Suite 82 
Wilstinvikte, OR 97070 

P: 503.5th.8386 ’ e F: 503.582.0467 

825 Chai+qpx Drive, Green Bay, WI 54311-8328 
p: 920.469.1313 jr F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 w F: 920.469.4418 (Phyto) 

- 

August 23,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, JZFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 1 
College Park, MD 20740 

, 

REP Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is M&mfactured, Packed, ~~o~~~s~b~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Diive, meen Bay, ‘$&cons& 543 11 has a l&W that conta@s.a statement provided 
by section 403(r)(6) of the Eederal:Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc, wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe act &i comply with section 4~3~~~(6~‘uf the act, These claims are 
not necessarily for a product we currently market or plan to‘market in the immediate ~&tu~e, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* Cbanse dontains a 

variety ofherbal 
extracts that have 
noted benefits for 
supporti&g the body’s 
healthy bile flow&d 
free-radidal 
scavengiqg effects;* 

&lend: Vi&fiber@ 6a6 p7ol~~an~~onc$ntrat;e, 
phytosterols (beta sitost~r~l,~~am~e~t~rol, stigmasteroi, 
brassicasterol,.artd ot~~:~l~nt etw&, and glucomanan, 
Milk Thi&e ~Sily~u,rn~~ari~~rn~ Pruit PhytosomeTM, 
Burdock (Arctium lappa) Root E~@act, Calcium O- 
Gjucarate, Bo!dQ ~Peu~us asides) Leaf Extract, Turmeric 
(Gurcuma longa), Rhi2zm-e Extract, Dtindelion 
(Taraxaeum offiriale) Root Extrac$ A~~~hoke (Cynara 
scolymus) Leaf E&act 

I certify that the information contained in this not&? is complete and accurate and t&i Enzymatic Therapy, Inc. has 
substantiation that the statements tie &$hffil and not-misleading. 

By: 
Robert Do&er 

Title: Senior Vice President of S$entific Affairs 

Date: Gkd?os 

If you have any questions, please contact Robert Doster, Senior Vice Pr@ident,of Scientific Affairs at 
(920)406-3608. 

Chief Financial Officer 



INTEGRATIVE TXERA‘PEUTICS INC.m 
NF Form&b CI PhytoPharmica 

,) Tyler~Enrapsuiations cr.Vitaline F&mulas 
” : ~ b: ,\ ,__,_- _ -,.,.,___- I ...l._l._.- l_l_-__, ,___^” . . ._ I ,: ^,. 

9755 SW Commerce Circle, Suite BZ 
Wilsonville, OR 97070 

P: 5032432.8386 e F: 503.582.0467 

August 23,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FtE: Label Claims/Disclaimers 

Dear Sir or Madam: 

~8WXWATIC THERAPY” 
kr 

PXYTOPWARfWCA” 
,_. _ ._ ,~._,“._ .....x._ -I ,__, ,.,” .._ ,_-_, _ . . - ;_ ._._ _.._._ 

825 Ch&kmger Drive, Green Bay, Wt 54311-8328 
P: Y20,46$b.1313 4 F: 888570.6460 (Enzymatic) 

P: 920.469.9099 YI F: 920.469.44T8 (Phyto) 

This letter is to notify you that the :following product is Manufactured, Paced; an#orDistributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bays .j+%consin 543 11 has a I.abel that conta&s a statement provided 
by section 403(r)(6) of the Federal Food, D&g and Cosmetic Act. Etiymatic. Therapy, In&, s&hes to take advantage 
of the exemption to section 2Ol(g)<l)(C) ofthe act and comply with ~e~ti~~.403(~)(6) of the act. These claims are 
not necessarily for a product we currently market .or plan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information cont$ned in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and-not misleading. 

By: ~~~~ 
Robert Doster 

Title: Senior Vice President of S$ientic Affairs 

If you have any questions, please contact Robertnoster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



,INTE@RAT1\FE tHERAPEUTlCS INC.” IENZYMATfC THERAPY” 
NPFwmul+?s* Q PhytbPlnarmica 

PWYTaP~A*~,~A* ’ ./_. . Tyler Encaps&&dns Q Vitaline Formulas 
-._ ._._ l”.-,__l-l __-. “__ /I_ .-,.-.- -.^ _..- --_ _I.-I._,“. . . :. -_l-.-...- _  ̂ x_...- I~.- __ .- ,._. --.._ 

FNzYFJATICTH'~DL~~Y j 
9755 SW Camtierce Circle, Suite 62 825 Chall&ger Drive, Green Bay, WI 5431 I-8328 

Wflsonville, OR 97070 P: 920.46~.‘1313 a F: 888.570.6460 (Enzymatic) 

~‘wcaR~--EllRATE~ I’: 503.582.8386 + F: $03.582.0&57 P: 920.469.9099 + I=: 920.469.4418 (Phyro) 

August 23,2005 

Office of Nutritional Produe&, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify’ you that the folIowing prod& is M&nufactured, Packed, &Yor R@ibuted by F@zymatic 
Therapy, Inc. at 825 Challenger Diive, Green E)ay, W&on& 54311 @ a lab&I aat con&tSns ” statement provided 
by section 403(r)(6) of the Federal:Food; Drug .&Cosme&c Act. Enzyrr@ic Tl@tipyJ ICY, Mnsheo to take advantage 
of the exemption to section 201(g){l)(C) ofthe act,and c&nply with section 4~~~~){6),of the act. These claims are 
not necessarily for g product we current& tirket br plan to market in the ~~ed~~t~~~~~, and may be exploratory 
in nature. 

Complete Liver 
Cteanse* 

Iftibal ingrtdients.that 
support liver and 
gallbladder health, * 

E&nd: Oat &&q%n :coti&ntratei 
pj~ytosterofs (befa sito$er@i, ~~~~e~t~r~~, stigmasteroi, 
brassica&erol, and &her’plant st&&& and glucomanan, 
PA& Thistle (Sify&& maf@um) Unfit Phytosome” , 
Burdack (Arctium ieppa) F&f Extract, Calcium D- 
G&carat&, Bold? (~e~~u~‘b~id~~~ tZf?af Extract, Turmeric 
.(Curcuma ionga) Rtiizo~?& @&act, p8tideHon 
(Taraxacum offinal@ Kwt Extract, Artichcrke (Cynara 
scotymus) Leaf pxtract 

I certify that the information contained in this notice is complete and,accurz$e and that Enzymatic Therapy, Inc. .has 
substantiation that th statements tie truthtil and nbt misleading. 

By: ~@~~ _ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 8/&$f0$ 

If you have any questions, please contact Robert Doster, Senior Vice, Preskdent of Scientific Affairs~ at 
(920)406-3608. 

. 

ael P. Devereux 
Chief Financial Officer 



INTECRAYIV~ TOIEIAPEUTICS IfUC,” lEPIZYMATllC THERAPY” 
NF’Formol&* PhytaPharnica & 

Tyler Encapsul$ti&s c Vitaline Fcwmulas IMYTOPNARMICA’ 
--. .._^) .._.-, ̂ ..--Ix . j ,_._, “_,_.--x-l- __. ,* __-_ ._” “̂ . .,---.-.^” .-----.“” -- _“__““” ___ __. __ ___ _-, .- ___ -.- _,___.__^ 

9PSS SW Cummerce Circle, Suite B2 825 Challenger Drive, Green Bay, WI 54311-8328 
Wiisonvilie, OR 97070’ P: 920.4$~S7 37 3 ui F: 888.570.6460 (Enzymatic) 

P: 503.582.8386’ + F: 503.582.0467 P: 420.469.$099 VI F: 920.469.442 8 (Phyto) 

August 23,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, qacked, ~~or,Dis~b~ted by Enzymat? 
Therapy, Inc. at 825 Challenger D&e, Green Bay, Wisconsin 543 11 has a’label that s;onfa@s a statement provided 
by section 403(r)(6) of the Federal’Food, Drug and Cbsmetic Act. En~yma& Therapy? Inc, wishes to take advantage 
of the exemption to section 20 1 (g)( 1 )(C) ofthe act ed comply with section 403(r#) of t&e act. These claims are 
not necessarily for a product we c&rently ma&et or,plan to niarket in’the immediate &t&re; and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Detoxifyi@ 
ingredients that keep 
bound toxins from 
being reabsorbed.? 1 

W&fiber@ Qat J3Gucan “~~~~ent~te, @jytosterds (beta 
sit@deroi, campqsf&ol, stigtiastqol, brassicasterol, and 
ott$r piant qterols,:z$d ~t~~~rnana~~ Milk Thistif, (Silybum 
marianum) Fruit Pfiytoswr~~~~, Sur$or=sC $4rctiuti~Eappa) 
Rqot Extract, Calcium lM%qarete, S&fo (Peumus boldus) 
Leaf Extract, Tu~%~erii @urcuma long) Rhizome Extract, 
~e~~etiQn (Teraxacurn #finale) F&d Extract, Artichoke 
/Cjqara scoiymus) L&F ExWct 

I certify that the information contained in this not@e is complete and aqura~e and that Enzymatic Therapy, Inc. has 
substantiation that t trutl&l and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: d23 /&S’ 

If you have any questions, please &on&-& Robert,Doster, Sexiior Vice PreGdent of S&r&% Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial officer 



~INTEG&AT1bh T#iE~AAPEUTICS INC.‘” 
E\lF Formulas + PhytoPharmitia 

ENZYMATCC TXERAPV’ 
&z 

j Tyler Erkapsulatians *‘Vitaline F&mu&. , PXYWX’HARMICA” : “, n ,, j -..^__ -^1- -,x-,.. ._I _.^._ 11111 .^i, _-I -.-- ~-. _ -.--. _-_. __ .., .“. .I”.-.^_ _,- __.““_ .___ _l___-ll ._-._ “_ .-._ _ _._.__ __ _. 
9755 SW Commerce Circle, Suite I32 

FNZYMATICTHERA~Y 
825 Challtjrager Drive, Green Bay, WI 5431 I-8328 

Wtlsa~vitie, CqR 97070 P: 920.469.1513 + F: 888.570.6460 (Enzymatic) 
!NCORPbRATED P: 503.582.8386 * F: 5‘03.582.?467 P: 920.469,9099 e F: 920.469.4418 (Phyto) 

August 23,200s 

Office of Nutritional Products, Labeling & 
Dietary Supplements, WFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug ,4dministration 
5 100 Paint Branch-Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the $ollowingproduGt is Mamtfactured, Pa&cd, ~~~or:~is~i~~~d by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, jYisco&.n 543 11 has’s label$W <o&ins a statement provided 
by section 4q3(r)(6) of the Federal Food, Drug and Cosmetic-Act. &zymatic ‘IYh-erap$~ Ew. wishes to take advantage 
of the exemption to section 2Ol(g][l)(C) of the act and comply with se&on 403(r)@> of the a$. These claims are 
not necessarily for a product we currently market orplan to’market in the~immed;i&te future, and may be exploratory 
in nature. 

Complete Livei 
Cleanse* 

PhtiosterdlS to ’ 
b&k cholesterol 
absorption in the 
intestines:* 

(beta 
sitq&rol, campestefol, s~grn~s~e~o~, brasdcasterol, and 
otherqlant sterois, and gluo~~~nan, n;lijk Thistle (Silybum 
marianum)-Fruit Phytosome r”,~Burdock (Arctium lappa), Rbot 
Exfract, Calc$um D-G$%%z&e, B-old& @~“eumus boldus) Leaf 
Ext?q$ Turmeric (Curcu,ma longa) Rhirpme Extract, 
Danddion (Taraxzqm a~n~~~~Root 4&$-&ct, Artichoke 
(Cyn$wa scolymus) Leaf Extr&t : . 

I certify that the information conta;ined in this notice is complete and accurate ‘&nd t&t Enzymatic Therapy, Inc. has 
substantiation that th statements e truth&l and Fat misleading. : 

By: ~@~ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: ‘5%ii3/05 

If you.have any questions, please contact Robert IWter, Senior Vice President-of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



August 24,2005 

INTECtkATl~* FHER.AREUTlCS INC.” ENZYMATIC THERAPY” 
NF Fosm~&%s P PhytoPharmica Iii 

Tyler Ertcapsuldtibns *i Y&dine Fbrmutas ~~~~~~HA~~~~A’ 
-.-1.- --...- -_--.“, ,,--.“_( -.-- ----ll_ll_l.-- _____ ..__ e __...L -_-.^- I-. ._ . . . . ..-.- - ..-_- ~_ *.“.-.^.. _.._-.._ ., 

97% SW Commerto Circle, Suite B2 875 Challenger Drive, Green Bay, WI 5431 l-8328 
Wikonvitle, 0R 97070 

P: 503.582.8S+j * f: 503.582,0467 
P: 920.46~.1313 a F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 o F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label CIaimslDisclaimers 

Dear Sir or Madam: 

This letter is to notify you that the: following pro$~ctis Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543i Irhas a labdthst contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and .@smetii: Act. Ensym&c Therapy, line. wishes to take advantage 
of the exemption to section 201(g)(I)(C) &the act and.comply with section 403~r){~) oft&e act. These claims are 
not necessarily for a product we currently marketor plan to market in ~e,~~e~a~e,~~~, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* choleste& and 

toxins out of the 
body.” 

Visrrfitj& O&t Conce~tr~t~,‘pS-rosterots (beta 
sitos~twol, c&mpestewt, s2igmaeterof,ftrassicasterol, and 
oth~w pfant sterols; and g~~c~~~a~, fvlnllk Thistie (Sitybum 
mdrianum) iruit Phytosome?, Burd~kk (Arctium lappa) Root 
Extract, Calcium ~-~iucarate,‘~~id~ ~P&.Gnus boldus) Leaf 
Extract, Turyer~c (Cwcuma jonga) RI-ri&~me Extract, 
Da@&Gon (Taraxacurri c@inaIej RdbtBtrtiict7 Artichoke 
&ynwa scolymu~) Leaf Eytr&c;t 

I certify that the information contained in this notice is complete aridsccura~e and that Enzymatic Therapy, Inc. has 
e truth&l and not misfeading. 

Robert Doster 
Title: Senior Vice President of S~ientifiic Affairs 

If you have any questions, please contact .Robert Doster, Senior Vice President Of Sdentific Affairs at 
(920) 406-3608. 

Chief Financial Officer 



INfEC~AATtV-E.fNERAFEUtJCS J&K.” PNZYMATtC THERAPY” 
N.F .Fdrmolas c PhytpPharmici at 

Tyler Encaps&tions e Vitatine Formwtas PHYTJWPHARMtCA* 
. ‘, ,I-*. _, .~___l_l_/_-___-__.~ .,., _ -_.-_ “_ __._l.._l “1 ___.___- ____..“. ..,_. ..- _- -...““‘. ,_, ~._._ ___I_ - _ .,,._ I.. -.-.. __-.. _ .- 

9755 SW Commerce Circle, Suite 82 825 Chalienge; Drive, Green Bay, WI 5431 I-8328 

ENZYMATIC THFZLAPY Vfilsonyilie, OR 97070 P: 920.a69.1313 4 F: 8&8.570.6460 (Enzymatic} 
!MCDRPORATFD p: 503.582.8386 o F: 503.582.0467 p: 920.?69,9099 ip F: 920.469.4418 (Phyto) 

August 24,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied &&&ion 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that thejfollowing produot is Mam$actured, Packed, and/or Distributed by Enzjmatic 
Therapy, Inc. at 825 Challenger Diive, Gre@&ay, Wisconsin 543 11 izas a label &at kocolltainsa statement provided 
by section 403(r)(6) of the Federa! Food, Drug and Casmetic Act. Enzymatic Thercpy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of’the act ad comply with section 403@)(6),of t&e act. These claims are 
not necessarily for a product we currently market or-plan to market in the ir&@jate @Qr+,-and’may be exploratory 
in nature. 

Conirjlefe Livei 
Cleanse* Complete Liver 

Cleanse provide a 
wide spectrum tif 
liver supportive 
benefits. ? 

Viscflber8 XII+% ~-~~u~~.~~n~~~~~e~ pkytosterols (beta 
sitwterol; campesferol, sti~~~~~~r~~, brassisasteroi, and 
other p&-it st&rols! and glucomanan, &lif~, Thistle (Slybum 
ma&anum) fruit ~~~o~~eT~, Btirdo@k @wAium lappa) 
R&t Extract, Calcium DyGlucbfafe, Bqtdo -(F%umus boldus) 
Leaf Egtract, Turmeric (Curcul;ria ,long$) Rhizome Extract, 
Dzindelion (Taraxagtim offitiz$$ Rbot @tract, &choke 
Q&nara ~&&rn~& ~L~d&xtrafS 

I certify that the information cor$&ned in this notice is complete and acgurate aacS that Enz$matic Therapy, Inc. has 
substantiation that the statements are truthful and not mislekding. 

By: 
Rob, w 

Title: Senior Vice Presider& of Scientific Affairs 

Date: Bid v/OS 

If you have any questions, please cjontaci Robert Dcrster, Senior Vice President of &i~ntif;c Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



, “ 

INTEGRATlYE FXERAPlWi-KS INC.- 
NF Formuiks + PhytoPharmka 

” . Tyler Eticapsylatbns c Vitafine Formufas 
,’ ,, ‘ -. -_..*_ . .” ..c_-- _“-“.--.^. l,.-.-.“.- .” ._.. ̂ _--^ _.- ..“i- .~ ___a” 

9755 SW Commerce Circte, Suite 52 

FN~~?wATICTHFRA~Y Wffsonvifle, C&R 97070 
P: 503.582.8386 d F: 503.582&467 

August 24,2005 

Office of Nutritiotial Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimer~ 

Dear Sir or Madam: 

1EMEV~AYIC TMERAPV” 
& 

PHVTOPWARMICAa 
..-. _.._. .-_ ..-.. .-._-” .._ __---. .‘-.._.__.,_. ^_ __._ ______. 
825 Chali&nger Drive, Green Bay, WI 5431 l-8328 
P: 920;4&.1313 d F: 888.570.6460 (knzymatic) 

Q: 926&.69:9Cf99 a F: 920.469.4418 (Phyto) 

This letter is to notify you that the: following produet is ~ufactured, Paqked, z&or B&ibMted by-Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bzty, Wisconsin 5451 l.has alabel &~~$oz&$ns a statement provided 
by section 403(r)(6) of the Federal Food, Drug arid.Cosmetic Act. E-a& ‘I%er&py, Inc. wishes to take advantage 
of the exemption to section 20 l(g)(l)(C) of the a&t aad comply with section. 403(rj@)“of t?+& act. These claims are 
not necessarily for a product we &rreritly market or plan to market in the hnme$ate future, and may be exploratory 
in nature. 

I certify that the information containedin ti?s notice is complete and;accFte grid th@ E&ymatic Therapy, Inc. has 
substantiation that the statements be tru&&ul +$nbt misleading. 

By: 
Robert Doster 

Title: Senior Vice President of S$entiftc MairS 

Date: s/$ Y/OS 

If you have any questions, please contact Robert Roster, Senior.Vice President ofScienti% Affairs at 
(920) 406-3608. 

S’ erely, 

~~~ 
. 

Michael P. De’vereux 
Chief Financial, Officer 



INTEGRATIVE ‘f,HERAREWTISB IthlT.- 
NF ‘Formulas o PhvtoPfiarmica 

A ;, _(, Tyler Eficapsulat-iwts * &dine Formulas -.- ..__ ^--_ _” ____ -.--.._fl. 2 _l__^l_.l_l_ --.--*:.-.-.-A _,--._ x ~ 
9755 SW Conimerce Circle, S&e B2 

FNZYMATICTHFRA~~ M/ilsbnville, OR 97075 

9;‘=4CF.RPCPWATED P: 503.582.8386 e F:‘503.582:C?467 

ENZYMATIC THERAPY’ 
& 

,~~Yr~P~-A~MleA’ 
..I -. .~.__ _-, ..--1_ ,-.“.- - --..-- l.---.--- -.“-_ -..-..--- .I----. I- 
825 Chal@qsr Drive, Green Bay, WI 5431 l-8328 
p: 920.469.1 F13 +’ F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 *a F: 920.469A-418 (Phyto) 

August 24,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following productis Manufactnred, Packed, &&or Dis.~ib~~d by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay,,~Y&sconsin 5431 I has 6 lab&that contains a statement provided 
by section 403(r)(6) of the Pederal Food, Drug and Cosmetic Act. IZzyniatic Therapy? Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section ~~3~r)(6),o~~e act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate &&re, tid may be exploratory 
in nature. 

I certify that the information contained in this not+ is complete andaccurate and ~~~~~~~atic,Therapy, Inc. has 
substantiation that the statements are truthfit andnot misleading; 

By: 
~0,~~ 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert poster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

, 

Michael P. Devereux 
Chief Financial Officer 



FNZYM.ATICTHFRA~~ 
9755 ,SW Commerce Circle, Suit& B2 

Wilsonville, OR ,970JO 
P: 503.582.83~~ <a F: 503.582.0467 

~HY~~P~AR~~CAe 
,I - .-. -^- _ I.. -.. -., _., ,.. __. . . ..- -- -.--. _-._ _l-._ll ____. .._- __I_” __.. 
82S Chakwqer Drive, Green Bay, WI 5431 l-8328 
P: 9@.469:‘1313 e F: 888570.6460 (Enqmatic) 

P: 921).+9.909.9 * F: 920.469.4418-(Phyto) 

August 24,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplerncnts, HBS. 8 10 : 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REi: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the! following product is Manufactured, Packed, aWor Distributed by E@zymatic 
Therapy, Inc. at 825 Challenger.Drive, GreenBay, Wisconsin 5431 I has a labeI,that,c~~~i~ a statement provided 
by section 403(r)(6) of the Federal Food,, Drug and Cosmetic Act. Enz$natic Therapy, Inc. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the ant and comply with ~e~t~~-4a~~r}~6).of the act. These claims are 
not necessarily for a product we currently market or-plan to market in the i.~~~~~te future, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Turmeric (CutWma longa) is’ a pcrenniai 
shrub native to, southern &&a with si long . Extradi 
history as both a fopd ingredient and for 
health support. * ’ 

I certify that the information cont&nedin this notice is complete and accurate and that &xq@tic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: @LeC 1 ! 

Robert Dostec 
Title: Senior Vice President of Scientific Affairs 

Date: p/a Y.b 5; 

If you have any questions, please contact Robert Doster, Senior ViceiPresident of Scientitic Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



tNTEtRATt~E ,,~H~~A~~W~tC~ IN-E.” mwwwkrtc Iti~tt~PY= 
t%F Form&w c PhytoPharmica & 

Tyler Encapsulations 4 Vitaline Formulss ’ HYTOPHARMICA” 
-1.1 i-x-s-._-. “_~.” -XI.. -_---~-.~-^I . -.“_l_...(^.__I ..-. . . . . .- _.._ - _,..-. _-.” . . . . ..-.---_ _ _... -.,.- -.__. -. ________ 

9755 SW Commerce Circle, Suite B2 825 Challinger Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 P: 920.46$.1313 + F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 c$ F: 503.582.0467 P: 92O./r69.9099 *a F: 920.469.441s (Phyto) 

August 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 “has a label that c,ontains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetiid Act. Enzymatic Therapy, IIX, wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe act and”compiy with section 403(r)(S) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f&rre, and may be exploratory 
in nature. 

investigated for its support of healthy bile 
secretion, and pancreatic and gastric 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfU and not misleading. 

By: ~~~~ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Ha-5 105 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INtECRA71VE-TnLRAPeUTJeS t)?iC.” 
NF Fwmulas G  PhytoPharmira 

‘, ‘.’ __ Tyler Enrzapsulations 9‘ Vitaiine FQrmutas 
. . . . . _ ^_____” ^.._ ,..- _i _-_.x-- “--. ._ .--.- _- .._l-“-_ __-._- -..._ “-“̂  _- 

9755 SW Commerce Circle, Suite 82 
FNz~MATI~~ THERAPY Wilsonv4lle, OR 97070 

rN@oRPanArku P: 503.582.8386 6 F: 503.58230467 

August 25,2005 

O f&e of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

ENEYMAT1C THERAPY’ 
& 

PHYTOPtiARMlCA” 
_. “.l”l ^. -I. _-_. .----. “I--. “- -... _-.-...I.- .-.__- .-.- --.. . . 
-825 ChalWnger Drive, Green Bay, WI 54311-8328 
P: 92k468.1313 c f: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

Dear Sir or Madam: 

This letter is to notify you that thefollowing product ‘is Manufactured, Packed, an&or Z)istributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, GreenBay, Wisconsin 543 11 has a l&be1 th& contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc: wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immedi,ate future, and may be exploratory 
in nature. 

Complete Liver In a scientific studjs dietawjr:curcuminoids 
_ .~-- 

1 fUmefic ~~u~c~rn~ lonaal Rhizome 
Cleaise* derived from turmeric supported healthy 

I 
Extract ’ 

.M I 

lipid metabolism and chdbsterul levels I 
already *thin normal limits.* i I 

I certify that the information contained in this notice is complete and ,accujrate and that Etiymatic Therapy, Inc. has 
substantiation that the statements are truthful and net misleading. 

By: ~~~~ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

P . Mi 
Chief Financial O fficer 



4NfEGRATlVtE ~,N~~A~~UTlC~ INC.” ,~ENZYMAflC THERAPY” 
NF FormuFas ,* PhytoPharmica & 

Tyler Encapsulations + Vitaline Fbrmutas ~MYTO~HA~~ICA’ 
-_-. .,.- -.- lll_ r._-.- -ll.-l ” ,...... _-._ .“.“_ “_.._^” .-l..-^X_ .^ .- I ^ . . . . l^- l_-_.“” ,.,__ I. .._ _. - _..-- -I-x-_.- .-.. _.-_ _ _-__ . 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 ‘I-8328 
WilsonviEle, OR 97070 P: 920.469.1313 + I? 888.570.6460 (Enzymatic) 

P: 503.582.8386 + F: 503.582.0467 P: 920.469.9099 * F: 920.469.44f 8 (Phyto) 

August 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS $3 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RI? Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is I&nmfactured, Packed, an&or Distributed by Enzymatic 
Therapy, Inc. al 825 challenger Drive, Crecn Bay, Wisconsin 543 11 has a label th$ contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 403(r~(6~ of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate fitture, and may be exploratory 
in nature. 

I Complete tivei 
Cleat&e* 

Curcumin has also~been s4own‘in sdentiti studies 
to enhance the activity of glutathione S-transferase 
- an enzyme responsible for-&king glutathione ’ 
{one of the body’s natural antioxidants) with toxins 
to help remove them from the body.* In this way, it 
provides additional support for healthy liver 
function.* I 

Rhizome kxtract - 

I certify that the information contained in this notice is complete and-accurate and that Enzymatic Therapy, Inc. has 
thful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: S&25/~ S 

If you have any questions, please contact Robert DbsJer, Senior Vice President of Scientif& Affairs at 
(920) 406-3608. 

&Iichael P. Devereux 
Chief Financial Officer 



I INTEGR+TIV.E ~HERAPEUTZCS INC.” ~~.~YMAT~C TNERAPY* 
NF Formu& 4 PhytaPharmica L 

Tyler Encapsulations o Vitaline Formulas ’ PXYTOPWARMICA’ 
‘, (?/<.’ 

9755 SW Commerce Circle, Suite 82 825 Chailenger Drive, Green Bay, WI 5431 I-8328 

FNZ~IMATICTHFRA~Y Wilsanville, OR 97070 P: 9ZK4641:t 313 .+ F: 888.570.6460 (Enzymatic) 
1ide39Rt=aR,4TE& P: 503.582.8386 * F: 503.582.0467 P: 920.469~‘9099 8 F: 920.469.4418 (Phyto) 

What I3ekterp.d ais - ‘_ 

August 252005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, IIFS 810 
Center for Food Safety and Applied Nutrition 
Food.and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured; Packed, anr&lor Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 ‘has a label, that contains a statement provided 
by section 403(r)(6) of the FederalFood, Drug and Cosmetic Act, EnzyrnatiC Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act wd comply with s&&on 403(r)(6) of the a&. These claims are 
not necessarily for a product we currently market or plan to market in, the initiate future; and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

The phytosteol blend in-C;omplete 
Liver Cleanse can%elp mini&&e 
the absorption of cholesterol from 
high-protein food sources, help 
retain healthy cholesterol levels 
that are within normal limits, and 
move bile salt through the 
digestive system. * 

Fibei‘ El&d: Visc~b~~-eat.-P-Glucan ’ - 
Concenjr&e, ph~~~t~r~~~ (beta sitosterui, 
campWe&, stj.~~~st~r~f, brassicasterof, and 
other plant ~tercrls, ~nd.~~~~arnanan, Milk 
Thistle (Sitybum rna~ia~~rn) Fruit 
PhytosameT”, Burddo~k (Arqtium lappa) Root 
Extra@,” @hiyrn- D-l&&&rate, Botdo (Peumus 
baldus) Leaf @%-act, Turmsric (Curcuma 
longa) RhSzome,Extra~t,~Dandelion 
(Taraxacum offi~~~a~ Root Extract, Artichoke 
(Cyngra scofymUs) Leaf ‘Extract 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthftil~and notmisleading. 

~~~ 
By: 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: 



If you have any questions, please contact Robert Doster, Se,tim Vice Presic@t of Seientitic Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 

Complete Liver Cleanse 28e 



INTEGRATWE THERAPEUTlCS IffC.” IENEYM-ATIC THEBAPY” 
NF Fort&as + PhytoPharmica 67 

Tyler Encapsulations + Vitaline Formulas PHYTOPHARIW4CA” 
* ,_ .--.--..- __.-___,, “L_._ ,_--_._l__--“. ,._-._ _.. . .._I --. .-... _ _.~ . . . . .._ __-I--__- _..-__ “___l __.- -_-_-.- _..-___ 

9755 SW Commerce Circle, Suite &2 

FNZYMATXCTHE~~~Y 
825 Challenger Drive, Green Bay, WL 543 X1-8328 

Wilsonville, OR 97070 P: 920.4~9.1313 * F: 888.570.6460 (Enzymatic) 

tP4t:aRPawLTEcJ P: 503.582.8386 sy F: 503.582.0467 P: 920.M9.9099 I F: 920.469.4418 (Phyto) 

wi.wtBelterfeersme~ - 

August 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS g 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the’following product is Manufactured, Paeked; a&d/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, -Wisconsin 543 I 1 ,has a label ~~t;~~~~ns a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Rrnzymatic T&rapy, InC: wishes to take advantage 
of the exemption to section201(g)(l)(C) ofthe act and comply with section 403{r)~~),oft~~ act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate f&n%, iind may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Oat beta-glucan has 
been a widely 
studied fiber source 
for supporting 
healthy cholesterol 
levels within normal 
limits.” 

Viscfibe@ Oat @-G&can Cpri~antrate,: phytostarols (beta 
sitosterol, c~mpestetyl, stig~~sta~ol, brassicastarol, and 
other plant sterols, arid glucoti-anan, R/litk TtYstJe @i&burn 
~arjanum) Fruit Phytusome TM) Burdock (Arctium lappa) 
Root Extract, Calcium ~-~l~~a~a~a,,,~~ldo (Pwmus -boldus) 
Leaf Extract, Turm&ric (Curcuma longs) Rhizome Extract, 
Dandelion {Taraxacuh~ pffinalej Roti E&act, AiZichoke 
(Cyaiara yolymus) tgaf Extra@ 

I certify that the information contained in this notide is complete and accurate and that, Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: %hS/aS 

If you have any questions, please contact Robert Do&r, Senior VicePresident of~$cientif% Affairs at 
(920) 406-3608. 

Chief Financial Officer 



IINTLGR~ATIVE T~MERAPEIUTICS INC.” 
NF Formulas ir PhytoPharmica 

Tyler Encapsulations + Yitaline Formulas _.-_“_11_4 ---.-_, i_l- _--_.._ I--.-I-- __-.,- ---.______-. 
9755 SW Comrperce Circle, Sujte 82 

Wilsonvifle, OR 97070 
P: 503.582.8386 Q F: 503.582.0467 

~f4XIMATiC THERAPY’ 
8% 

W6YTOPHARMCCA” 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.i 313 5 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 4- F: 920.469.4418 (Phyto) 

August 252005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsKXsciaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product,& Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug ,yd Cosmetic Act. Enzymatic, Therapy, Inc. wishes to take advantage 
of the exemption, to section 201(g)(l)(C) of the act a’nd comply with sgction 403(@{6) of the act, These claims are 
not necessarily for a product we currently market orplan to market in the immedi@e future, and may be exploratory 
in nature. 

I certify that the information contained in &is notice is complete and aocurste aBd that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthf$ and notmisleading. 

Robert Doster 
Title: Senior Vice President of Scientific @‘f&rs 

If you have any questions, please. contact &oh& Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sine ely, 

WP 
. 

Michael P. Devereux 
Chief Financial Officer 



INTEt&ATCVE ITWRAPEUTICS IALC;“- 0 BNZYMATlC TXERAPY” 
NF Farmutas C? PhytdPharmica 6r 

Tyler En<apsuXations dr Vitaline Forrqulas PN’YTO~HARM1CA’ 
---.-^.-,-.-I_c-i 1, .I.e.,A..,j_ --_ .- _..- ̂ -“__-.--_ --..-. - ^ ., . “.~. ,.., -~---l--l-l”l. ..--l--..“-- _-.- _ ._.. -^__ .-._~. 

9755 SW Cammerce Circle, Suite I32 825 Chaliehgfg Drive, Green Bay, WI 5437 j-8328 
Wifsonvilie, OR 97070 P; 920.469,13.13 o F: 888.570.6460 (Enzymatic) 

I’: S03.582.8386 e F: 503.S82.0467 P: 920.469.9099 c F: 920.469.4418 (Phyto) 

August 25,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS .X 10 
Center for Food Safety and Applied Nutritian 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following~produot is Marmfactured, Packed, an&or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, visconsin 543 11 haa a label that eontaips a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, E~~~~ti~ Therapy, In& wishesto take advantage 
of the exemption to section 201(g)(l)(C) &the a&and cdmply with section 403(r)@) of the act. These claims are 
not necessarily for a product we currentiy market or plan to marketin the immediate fiiture, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* positive results in tna&$aining healthy 

cholesterol level% alrea’dy within normal 
limits.* This benekial E&?& is due to 
glucomani+-ts ability to bqost excretion of 
bile acid.* _ ~ 

I certify that the information contained in this notice is complete and accurate a&h& Enzymatic Therapy, Inc. has 
substantiation that the statements are truthfti and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: LQ!zs/o~ 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial. Officer 



INTECRATfVE TH~~APEUT’KS. IN’C.” ENLYMAWC THERAPY” 
NF Formulas o PhytoPharmica h 

Tyler Encapsulatidns + VitaJine Fc@mulas PHVTQFHARWICA’ 
‘. : “1, __..^ r I_^.. > . ..- e-L- s,.- + __- ,__-_. -, ._ --.-..- -._ll._” . . . _. -1 -- I- .--I ---“._.I_. -.-. .- .-._. -_.“II-_-..-__x”- ___--I II_ 

9755,SW Com.merce Circle, Suite BZ 825 Challenger Drive, Green Bay, WI 5431 l-8328 

FNZYMATICTHFRAPY Wisanwitie, OR 97070 
_ 

P: 920.469.1 f&l 3 + k 888.570.6460 (Enzymatic) 

:NC3&?P*3G?ATED P: ‘SQ3.582.838$ B F: 503.582.0467 P: 920.469.9099 + F: 920.469.4418 (Phyto) 

Wbat~feelsMke." 

August 25,200s 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety Andy Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packe& #and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, W&GO&~ 543 I1 ‘has a label. that- contains a statement provided 
by section 403(r)(6) of the Federal Faod Drug .and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) ofthe act.and comply with section 403(r)((i)of the act. These claims are 
not necessarily for a product we currently market orplan to market in the immediate future, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and,accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful andnot misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608, 

Sin erely, 
c 

WP 
. 

Michael P. Devereux 
Chief Financial Officer 



INTEGIATWE fliEKARLUTlCS INC,” 
NF Formirlg& 4 PhytoPharniica 

Tyler Encapsul&ans * Vkakine Farmufas -... “__“l .--.... .L . “,____ _“-- ._,--_-_.______ _l.,___ .._ 
9755 SW CiJmmerqe Circle, Suitp 82 

W&onuif+?, OR 97070 
P: 503.582.8386 s F: SO3S82.0467 

August 25,200s 

ENZYMATtC THERAPY” 
iiz 

MYTUPHARMIICA* 
.- --.., .- .-- ._,. .._._.- .--- .--- -..--.-.. -_l-.l_.--^l_ 

825 ~halieng& Drive, Green Bay, WI 54311-8328 
p: 920.469.1313 ‘a F: 888.570.6460 (Enzymatic) 

P: 92b69.9099 o F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disdaimers 

Dear Sir or Madam: 

This letter is to notify you that the folloying prod@ is Manu$&ure$ Packed,-a&/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that coma&a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act: Enzymatic Therapy, It-z, wishesto take advantage 
of the exemption to section 201(g)(l)(C) ofthe,aGt and comply with se~~o~.403~~~~6) of&e act. These claims are 
not necessarily for a product we currentIy market or$lan to-market in the immediate &ttare~ and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are tt+uthfItl and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs, 

Date: YhS/o-s 

If you have any questions, please contact Robert Doster, Senior Vic,e President of ScientifJ?c Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



lNTEG@ATlVf THERAIZEUTICS I:NC.” 
tiF”Farmulas * PhytoPharmka 

Tyler EncapsulaUons 4 Vitaline Fdfmulas 
-.- .“i -. -I--, -. 

9755 SW Commerce Circle, Suite B2 
Witsorj~itle, OR 97070 

p: 503.5@2.83(36 e F: .503.582.0467 

E~.ZYib¶ATfC THERAPY” 
6r 

XYTOPHARMICA” 
C.“., ..-. _” . - .-..^._ - -. I . . ..^..._ -- .-.. ,--.I-. I .--.- _-.- - ._^^__ -. ._ 
.825 Challenger Drive, Green Bay, W{ 5437 l-8328 
P: 9.&I.46~.1313 * f? 888.570.6460 (Enzymatic) 

P; 920./169,9099 6 F: 920.469.4418 (Phyto) 

August 26,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nujzrition 
Food and Drug Administration 
5100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following. product is ?$rmfactured; Packed, a&/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay; Wisconsin 543 11. has a label i&at contains ,a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Theripy; Inc, wishes to take advantage 
of the exemption to section 201 (g)( l)(C)‘.ofthe.act end com$y with section 403(r)(6) dftbe act, These claims are 
not necessarily for a product we currently nixker ox-plan to market in the im&diate ~$Jx, and may be exploratory 
in nature. 

Complete Liver 
Cleanse” 

When milk thirjt[e (oi-‘otl%x~ herb-$) ye ; marianum) 
bound ,~ith,pfi~s~h~tttictyIcholine; the Fru~t,~~~~s~me~M 
phosphatidylchc@e md~cule facifitates 
absorption through the intestines in@ the 
bloodstream.* 

I certify that the information contained in this notice is co?plete and accurate and that Ewatic Therapy, Inc. has 
substantiation that the statements are truthfitl and not m&leading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: s/J& /05 

If you have any questions, please contact Robert Roster, Senior Vice-President of Scientif& Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Officer 



tNFEGBAttVE THERJkPEtJT-tCS INC.- 
NF Formulas i PhytbPharmfca 

Tyler Encapsulations +, V&line Formulas -.e -,__. -,1.--.---;“-.-----~ ._..11-^.1- l.-- I.._^ _- 
9755 SW Commerce Citde, Suite 82 

Wilsonville, OR 97070 
P: 503.582.8-386 o F: 503.582:0467 

August 26,2005 

ENLYMATtC THERAPY’ 
& 

PWYTOPWARMtCA” 
---., -_ ..^.. ^_.b -..-- -,--_._,-~-.-- _-__- __..t__-__r -- 
825 clhaknger Drive, Green Bay, WI 54317 -8328 
P: 920.469.1313 d F: 888.570.6460 (Enzymatic) 

p: 920.~69.QOQQ * F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Admi&stration. 
5 100 Paint Branch Parkway 
College Park, MD 20740 

FE Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you @at the follo$.ng pror$ucf is Man~f+ctuie& Packed, and& Distributed by Enzymatic 
Therapy, Inc. at X25 Challenger Drive, Green Bay, WiSconsin $43 11 has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, ;Drug and C&me?& Act. Enzym&c Theripy, I&. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the a&Bad comply with sect&a 403@)(-6) of the act. These claims are 
not necessarily for a product we currently market OX! plan to market in the immediate Wure, and may be exploratory 
in nature. 

Milk Thistfe is a mixtur@’ bf flavorso& ’ Milk 
a long history of’livdr Support.* 

I certify that the inforrnatian contained in @is not&e is complete and,aecurate an4 #hat Enzymatic Therapy, Inc. has 
substantiation that the statements are trnthf%l andnot misleading. 

Robert Dbster 
Title: Senior Vice President of ScientiGc Affairs 

Date: iuhbs 

If you have any questions, please contact Robert Daster, Senior Viee President of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

Chief Financial Officer 



WTEGRA~IVE THERAPEUTICS INC.‘” hf23fMATlC THERAQY” 
NF Formulas + PhytoPharmica & 

Tyler Encapsulations * Vitaline Formulas P~Y~OP~AU~JCA’ 
__l . ..-. --_- ..___ -“L-- ._,_._..I __.-I1__Lv,-.l”. I__..“-__“_r_-I_~___-_l___“I -.-,. ~,.--l_-_” _..._.-._.. -“-. 

97.5s SW tommerce Circle, Suite &2 
Wil~onviile, OR 9ij?70 

P: 503.582.8386 rl, F: 503.5X32.0467 

82S Challenger Drive, Green Bay, WI 5431 l-8328 
k 920.469,~i 313 6 F: 888570.6460 (Enzymatic) 

P: 920.469.9099 e F: 920.469‘4418 (Phyto) 

August 26,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disciaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packedi~~~ar-Dis~ibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided 
by sectian 403(r)(6) of the Federal Food, D~g’~~~osrneti~ Act. EnzJmidtic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)(l)(C,) ofthe act and comply with section 4?3~~~~6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immedjate future, and may be exploratory 
in nature. 

I Cleanse* cetls, specialized liver ce15s responsible for 
removing bacteria; old blood cetls, and other 

PhytosomerM 

foreign matter from the liver’s blood supply.* 

I certify that the information contained in thisnutice is complete, a&accurate ~d.~~at Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Duster, Senior Vice President of Scienti#ie Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEQRATkE %MERAF’EUtKS IN<,” 
Nf Formu& Q Pf$oPharmica 

ENZYMATIC TWERAPY* 
Esr 

PWVTOPHARMtCA* Tyler Encapsulations + Vitaline Formulas 
--l--“-..-~.---.---~.~ ----.. __.-.__.-I .,-- “̂ _,_l 

9755 SW Commerce Circle, Suite 82 
wilsonlljlle, OR 97070 

P: ‘503.582.8386 g. E: 503.5&12.0467 
_. 

._. “----_ --.,-.. -_--_-“_.“-I--_IILI--.- -.-. ----- 
825 Challqnnger Drive, Green &ay, WI 5431 ‘I -8328 
P: 920.469,1313 8* F: 888.570.6460 (Enzymatic) 

P: 920.469:?099 a F: 920.469.4418 (Phyto) 

August 27,2005 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, WFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and prug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that @e folloying product.is Manufactured, JWked, and/or Distributed by Enzy@atic 
Therapy, Inc. at 825 Challenger Drive, Q-e&n pay, Wisconsin 543 I l,has a i&al &sit contains- a statement provided 
by section 403(r)(6) of the Federal Food I@ug and,Cosm&ic~Act. Eirzymatic Thex~a~y, I&. wishes to take advantage 
of the exemption to section 201(gj( l)(c) c&tie act md comply wi& section 403@)(6)~$t~e act. These~claims are 
not necessarily for a product we currently ma&et & plan to ,market h the ~~~t~.“~t~e, and may be exploratory 
in nature. 

I certify that the information contained in this notice is complete and accurate ,&d that Br&ytic Therapy, Inc. has 
substantiation that the statements are truthful tid’&t misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientif?c Affairs at 
(920) 406-3608. 

Sine rely, 

LtJJP 
. 

Michael P. Devereux 
Chief Financial O fficer 



lNTECitAtlV,E ~~E~~APWI-IIXCS I?&.* EN2YMA’YtC THERAPY” 
NF Formulfss 4r PhytoPharmiea & 

“_,‘ Tyler Etkapsd&cms (s Vitaline Formulas 
: .1 ,,. , ---I -l.--~a----.~ _~” -...- ~~” ----.- “- _1 

9755 SW Comrderce Circle, Suite BZ 

ENZYMATICTHERAPY Wilsonvile, QR 97070 

iNCaWPnRATED P: 503:582.83%6 + I=: 503.582.0467 

PHYTQPHARMiCA* 
_I --.. - -.-..-. ,_.- _,r-^ --1. --.-.--- ---.... I--- -.--_ ._--._ 
825 Challknger Drive, Green Bay, Wt 5431 l-8328 
P: 920.469.13T 3 8 F: 888.570.6460 (Enzymatic) 

p: 920.469.9099 B F: 920.469.4418 (Phyto) 

August 27,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 IOO.Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimsKXsolaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufactured, PaGked, andor Distributed by Enzymatic 
Therapy, Inc. at 82.5 Challenger Drive,%reen Bay, Wisconsin 543 11~ has a label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug andCosmetic.Act. Enzymatic .Therapy, J.w. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the akt”aixd comply withke&n 4Q3(1+)(6) of the act. These claims axe 
not necessarily for a product we currently market or plan to market in the‘&ediate‘ future, &d may be exploratory 
in nature. 

I certify that the information contained i.q this notice is complete and accurate a&that Enzy&atic Therapy, Inc. has 
substantiation that the statements are truthftil and tiot misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: g/&7/0 S 

If you have any questions; please contact Robert Doster, Senior Vice President of Scientific’Affairs at 
(920) 406-3608. 

Michael P. Devereux 
ChiefFinancial Officer 



IN+CtRAT~Vr\rXIERel*r~TIC~ INC,” &+~~YMAT~C THERAPY* 
NF Formulti~‘+ PhytoPharmika at 

Tyler Enhapsulatigns * Vitaline~iarmulas EHYTOPMARMICA” 
.._.-.-,I--- A--“- ^l_-- -___.-- -__--_” _--_/_ _.. “.^.l ̂.._ ---rxl--l”“” -“_--“- “_ __-_ ____ ._--__- I_ 

9755 SW Commerce Circle, SoiSe B2 825 Challbiger Drive, Green Bay, WI 5431 I-8328 
Wilsonvi~fe~ OR 97070 

P:-503,5&2.83‘86 + F: 5Kk32.0467 
P;.920.46~.1313 * F: 888.570.6460 (Enzymatic) 
, P: ,920.469.90$9 I F: 920.469‘447 8‘(Phyto) 

August 27,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied N&i&n 
Food and Drug Administration 
5 100 Paint Branch Parkivay 
College Park., MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the follow,mg product is Manufactured, P,a@ed, and/or Ristributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543\lX has a lab@ that contains a statement provided 
by section 403(r)(6) of the FederaL Food, Drug and Cosmetic Act. Enzymat& Therapy, inc. wishes to take advantage 
of the exemption to se&ion 20 l(g)(l)(C) of the a&and comply withsection 4Q3@)(6jof the act, These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Studies of mille thistle have demonstratedthat it ’ 
supports the,health, of the fiiep,atocyte outer 
membrane, which. is crucial to the liver’s 
detoxification pro&esses.* ’ 

I certify that the information contained in this notice is complete and a&curate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and’not misleading. 

@@ By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scienti& Affairs at 
(920) 406-3608. 

P . 
Michael P. Devereux 
Chief Financial Officer 



Tyler Eticapsulafians o Vitaiine Formulas _-__ -” x__xI_._.-.-_- ___“_I_ .-_---_- -..~---L-- - 
9755.SW Commerce Circle, Suite B2 

FNZYMATICTHFRAPY 
?NCORPORA-rEB 

Wilsonville, OR 97070 
I?: 5Q3S82.8386 J, F: 503.582$467 . . 

August 27,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

~PHY+~PHARMICA” 
- . . ..--._.- ____..*--._____-. ----------~--I--. --.. - .,.. 
$25 &dlenger Drive, Green Bay, WI 54317 -8328 
I”: 920.469.*1813 G+ F: 888570.6460 (Enzymatic) 

p: 920.469.9099 o F: 920.469.4418 (Phyto) 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufactured, Packed, ar#n Distributed by Enzymatic 
Therapy, Inc. at 82.5 ChallengerDrive, Gre& Bay~‘%?isconsin 54311 has a l&e1 hat cont&s a statement provided 
by section 403(r)(6) of the Federal Food, Drug and-Cosmetic Act. Enzymatic Therapy, In&. wishes to take advantage 
of the exemption to section 20 1 (g)(l)(C) of the act and comply with $ection 403(r)(6) of &act. These claims are 
not necessarily for a product we currently market-or plan to market in the imme&ate future, and may be exploratory 
in nature. 

Cleanse* regenerative ability of the’liver through support Fruit PhytosomeTPlf 
of protein synthesis in the. hepatocytes. * 

I certify that the information contained.in.t&s notice is complete and accurate and that E+ymatic Therapy, Inc. has 
substantiation that the statements are truthful and net misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientif5c Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



FNZYMATIC THFRA~Y 
INCaRPnR.A-ricl 

H’lT.+tiATtWa ~,blEibAPEUTtCS INC.” EMLVMATIC THERAPY’ 
NF Formulds o PhytaPharmiCa a 

Tyler Emcapsulatiotwc Viratine Forknutas ’ ~~Yr~PHA~~t~A’ 
._I-___ ..__., _*, ,“___._ __.. .._ - .^._ -__l _--.- _..aeICh-I-- .._“_i___ __.. “” -,..- I__. - . .- “._-^ _. ..“._^. .-- . . - .” . .._~_ ..- . ..__ -.- -- 

9755 SW Corpmerce Circle, Suite E32 825 Challenger Drive, Green Bay, Wt 543 11-8328 
V$isonvllte, OR 97030 P: 920.4&i.l~313 + F: 888.570.6450 (Enzymatic) 

Pr 503,.582.83&6 6 F: 503.582;0467 . P: d20.&23:9099 G; F: 920.469,4418 (Phyto) 

August 27,200s 

Office of Nutritional Produets, Labeling & 
Dietary Supplements, RFS 8 IO 
Center for Food Safety and Applied Nu$r$ion 
Food and Drug Adminis~ation 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you &a! the fo!loying prod%$ .F Mti,nfacture& pack&, an&or: Distributed by EnzymaFic 
Therapy, Inc. at 825 Challenger;Drive, Greg B!y, ‘Wsco~sin 543 1 L has a label $at &on@$ns a statement,provided 
by section 403(r)(6) of the Federal Food, Qrug artd~Cosm$ic Act. Eqmatic Therap$, IWZ Fishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply witb section 4q3($9(63 of tKe act. These claims are 
not necessarily for a product we currently m&rket Or plan to ‘market in the in&e&ate fQ@.re, and may be exploratory 
in nature. 

Compiete Liver 
Cleanse* 

Research has shown 
increased blood and 
serum levels for 
phytosome herbs in 
comparison to the 
individual herb. alone. * 

I certify that the information contained in his no&e is complete and,aaurate and thtit En@matic Therapy, Inc. has 
substantiation that the statementsare truthf&l tid ndt misleading. 

By: 
Robert Dotjter 

Title: Senior Vice President of Scientific Affairs 

Date: dm /OS 

If you have any questions, please contact Robert Doster, Senior Vices President of Scienti& Affairs at 
(920) 406-3608. 

Chief.Financial Officer 



lNTEG,RATWE ITI?ERAPEWW$ ‘INC.” ’ EMZYMAftC THERAPY” 
NF ~Formulas ++ Phytof%armica L 

Tyler Encapsulations + VItaline Formulas PHYTQPHARM1CA’ 
_.__.^ _,._ -< _.--. -_,.“.“.ll--.-- .,._- ---.” .__^ “_^ -.__..,. _ ,_> .-_.. ~.. * _,./ . . ..^x_._. . “. ._,._.. -... _^.._ _ ..- 1. 

9755 SW Corpinerce Circte, Suite 52 825 Challwqer,Drive, Green Bay, WI 5431 l-8328 
Wilsonville, OR 97070 p P: 92(3.469,1313 .s~ F: 888.570.6460 (Enzymatic) 

P: $03.582.8386 + F; 503.582,04,67 P:‘920.469.9099 B F: 920.469.4418 (Phyto) 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed,.and/or Df&ibuted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1% has a label that ~eontains a statement provided 
by section.403@)(6) of the Federal Food, Drug and Cosmetic Act. Enzymstiic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g)(l)(C) of the act and comply with section 4Q3@){6) of the act. These claims are 
not necessarily for a product we currently wket’os plan to market in the immediate future, and may be exploratory 
in nature. 

I Clea&e* 
I 

bile flow from the g&l$Ittdder.* 
I 

,Exfq& : 

I certify that the information contained in thisnotice is complete andaccurate a;nd that En&matic Therapy, Inc. has 
substantiation that the statements are truthful and net misleading. 

\ 
By: Ju 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert DOster, Senior Vice Presidbnt of Sciemific Affairs at 
(920)406-3608, 

Michael P. Devereux 
Chief Financial Officer 



Tyler Encapsutatbns s V&dine Fdrmufas 
,,‘ ,. _..-_ I .,_- ““_-I~..__ ..,.__.___ I- ._.... ‘I-_ .,.^....-._ ..I -,.“̂ “.~ ._. ̂/“. 

9755 SW Commerce Circle, Suite 82 

ENZYMATIC THC.F,RAPY Wilsonvifle, bR 97070 
P: 503.58?.%386 o F: 503.582.0467 

PWYTCIPHARMICA’ 
I- 1..,- _I^.--__.-...^ .,...._....... - ,__. _____^ --..--_ 

825 Chaffwg~,r Drive, Green Bay, WI 5431 l-8328 
P: 920.46$;1313 pl F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 ~-r F: 920.469.4418 (Phyto) 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements,~HFS 810 )Y 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet:is ~~fae~~~, Packed, .a~~~~.~i~~ib~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay* WisooRsm 543llhasa Iabe! that contains a-statement provided 
by section 403(r)(6) ofthe Federal Food, Drug md~Casmetic‘Act. Enz~dtic Therapy, Inc. wishes to take advantage 
of the exemption to section ZQl(g)(l)(C) ofthe act and comply with se&ion 4~3~~)~6~ of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate futur+e, and may be exploratory 
in nature. 

I certi@ that the information contained in this notice is complete and accurate a&that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of Scienti& Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 



lWTE$iRAilVE TWERAP~UTICS !NC.” 
NF Formulas B PhvtoPharmica 

Tyler Enczapsulatioirs z ‘Vitaline Formulas 
..F”-.,xr;-- .I -. ._1 _...I - i ,... ..- “.- - ._... -.. . __“.,l 

9755 SW Cotimerce Circle, Suite 62 
Wilsonvilte, cm 97070 

P: 503.582.83& “i F: 503.58‘2.0467 

August 28,2005 

Office of Nutritional Products, Labeling& 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

REZ: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC TXLRAPY’ 
&r 

PHYTQPHARMJCA” 
__/“. ” .__, “. _ _.. _-. “. -_ ,.-_. ,._; I __ .““. ̂ .-^.-_.I-._ . ..-.. - -. ___ 
825 $Ijellenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469:1313 oe F: 8&8.570.6’460 (Enzymatic) 

p: 920.469.9099 ri F: 92Oi469.4418 (Pttytoo) 

This letter is to notify you that the following prodnet is Manufa&re& Pa&ed;, and&r Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay; Wisconsin 543 11 ,has a Irtbei t@t contains a’ statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act, Enzymatic Therapy,, Inn$ tishes to take advantage 
of the exemption to section,20 1 (g)( l’)(C) of the act and conrply with $kction 403 (r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the imniecfiate ‘Wur~, and may be exploratory 
in nature. 

’ mostly attributed to the, Gate&in and 
flavonoid content of itsleaves.* 

I certify that the information containedin tiis notice is complete anda&zmate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truth.@ and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President of ScientifiFic Affairs at 
(920) 406-3608. 

.‘. , 

Michael P. Devereux 
Chief Financial Officer 



IN~EGR~TIVIE‘ 7tiERAPEUTlCS 4NC.” 
NF~Forlfnda,~ + PhytoP.ha”rmica 

Tyler Eneapsuiatiok + Vitafine Formulas .-__ -A,.-, ._,_ - -.__ _. “. .__-“-_^_“. .,_, _.... ., .-. ..- ” 
9755 SW Commerce Circle, Suite &? 

.Wik5onuille, ~~ 970?0 
P: 503.582.8386 -3 F: %I3.582.0487 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RJZ: Label Claims/Disclaimers 

ENZYMATIC THERAPY* 
& 

PWYTOPHARMICA’ 
__-.._ ._“.._ _ _ . . . .” . _.. ^_. “. ._. _ ._ -_ .._ .- 
S2.5 Challenger Drive, Green Bay, WI 5439 l-8328 
I>: 92,0.4159.7 313 9 F: 888.570.6460 (Enzymatic) 

^ p: 920.469.9099 * F: 920.469.4418 (Phyto) 

Dear Sir or Madam: 

This letter is to notify you that the follawing prod@ is Manufactured, Packed, ar@or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay,, Wisconsin 543 11 has a iabel that coma& a statement provided 
by section 403(r)(6) of the Federal Fpod, Drug and Cosmetic-Act. EnZymatic Therapy, Xnc. s$shes,ta take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and damply with se&on 403(~~(~)~of the act. These claims are 
not necessarily for a product we currently market orplan to market in the ~immediate .@ure, and may be exploratory 
in nature. . 

’ Complete Liver In a climcal study,‘ boldb also appears to Leaf Extract 
Cleanse* relax smooth mus$e ,and support intestinal 

transit time.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Roster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



INTEGRATIVE THERAPEUTICS~S~C.‘= 
NF Formulas *a, PhytoPharmica 

Tyler Encapsulations + Vitaline Formulas __.-__ ̂ _, _,,_l .._^ ̂ _cII1.l. .._. ._I..I.., _.I .._.” _^. 
9755 SW Commerce Circle, Suite I32 

Wilsonviile, OR 97070 
P: 503.582.8386 c F: 503.582.0467 

ENXYMATlC THERAPY’ 
& 

PHY+OPHARMICA* 
_. --_ ..-. -.I_ ._.. . I-I ._-. ̂  ..---_.^ . ..- “_ . _ 

$25 Challer&r Drive, Green Bay, WI 54311-8328 
P: 92f.l.469.1313 t. F: 888.570.6460 (Enzymatic) 

P: 9?0.469.9099 + F:’ 920469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug 14dministration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RF? Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the folloqing product is Manufactured, Pa~ke~,‘a~~o~~D~s~ib~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a:Iabei’that ~ontajns~a statement provided 
by section 403(r)(6) of the Federal Food, Drug and CosmeticAct. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 201(g){ l)(C) of the act and camply with section 403(r)(G) offhe act. These claims are 
not necessarily for a product we currently market& plan to market% the i~ed~ate-~~e, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Artichoke Leaf extract: ~pecificalf y Arti&~ke~{Cyn&m seolymus) Leaf 
supports healthy bile production in the 
liver and healthy gastrointestin&l &nction 
in general. * 

I certify that the information contained in..@s notice is complete and accurate.tid that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 1 ’ , 

By: ~~~4 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: dH/OS 

If you have any questions, please contact Robert Roster, Senior Vice Presider&of Scientific Affairs at 
(920)406-3608. 

Sincerely, 

i4FfJJP 
. 

Michael P. Devereux 
Chief Financial Officer 



iNTECR&TlVC T~~ERAPEUTICS thlC. - 
NF Formulas ,i;. PhytaPharmica 

Tyler En&psulakions 84 Uitaline Formuias 
-_ ___ _ ., ..__ ._^. ^_- . l.,- ,._.. “.I _- ._” _..,” _...-.. .*j. , 

9755 SW Commerce Circle, Suite’62 
Wilsonville, OR 97OjO 

P: 503.&32.&386 + F: 583.582.6467 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

‘_” . ..- II _I_ _... “._ .-.. -.._- -._^I. -.... ̂  ._ . . ..~. _ - 
825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469;7 313 d* F: 838.570.6460 (Enzymatic) 

P: 920‘469.9099 w F: 920.469.4418 (Phyto) 

This letter is to notify you that the,following produst is Manufactured, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 ‘has a k@el that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and-Cosmetic Act. Enzymatic Therapy, I~G. wishes to take advantage 
of the exemption to section 2Ol(g)(l.)(C) of the a& and earnply with section 403(rx6) of the act. These claims are 
not necessarily for a product we currently market or plan to inarket in the immediate future, and may be exploratory 
in nature. 

j Cleanse* 

I 

supportive properties has incIuded at least Extract ’ I 
three positive @&zal trials.* 

I certify that the information contained in this notice is complete Andy accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: ~@~4” 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: 9/z e7b~ 

If you have any questions, please contact Robert Doster, Senior Vice President ofScientific Affairs at 
(920) 406-3608. 

Michael P, Devereux 
Chief Financial Officer 



INTEGRATIVE @WRAPEUTtCS INC.” ENZVMATlC TtlLRAPY* 
NF Form@as J* PhytoPharmiia ’ ‘ca 

Tyler Encapsulations d Yitaline Formulas F%-tYTOPHAR&lUCA’ 
_..._ _- .._. ” _ “_._ I-..- x ,~. -Le..... __. _.^. _ I ---_- .,” .._f.l..._ _-.-. .- _ --. ,. - __^. . . . . .-- ,. .I. ._. ..“.^ -- -- -- 

9755 SW foknerce Circle, Suite 5.2 825 Challenger Drive, Green Bay, W154311-8328 

ENZYMATIC THEBA~Y Wilsonvitle, OR 9.7070 P: 920.469:1313 n Fr 888.570.6460 (Enzymatic) 
P: 50k582.8386 ds Fr 503.582.0467 P: 920.4$,9.9099 w F: 920.469.4418 (Phyto) 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Paeked,.and/or Dis.tributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 1I has I label that clontains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. &zymati$ Therapy, In+ wishes to take advantage 
of the exemption to section 201(g)(l)(C) of theact and comply with $eotion~~3(~~(6~ of the act. These claims are 
not necessariiy for a product we currently market or plan to market in the &nmediate f$ure, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* detoxifica&n systemsby inhibitiug the 

actions of beta-giuct&nidase.* This helps 
decrease the portion of active compounds 
that could be hazard&$ to the body.* 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading, 

Robert Doster 
Title: Senior Vice President of S@entif% ,Affairs 

Date: g/l&/D.5 

If you have any questions, please contact Robert Do&r, Senior Vice President of ScientiGc Affairs at 
(920) 406-3608. 

, 

slm 13 

c 

Michael P. Devereux 
Chief Financial Officer 



IN+EGRATI~~Z T~~ERAPEU+I~~ INC.= 
NF.Fh-mutas a PhytaPharmifa 

Tyler Encapsulations (i Vitaline Formulas “.._ .^,” .-,,-- l.,- “.._._.__ _-__ ,_ .._. . . ..I .--- ..- __..~ _ 
9753 SW Commerce Cwcle, Suite 82 

Wilsanville, OR 97070 
P: 503.582.8386 c F: 503.582.0467 

ENZYMATIC TWERAPY’ 
& 

_ PHY+$-3P’UAR’MICA” 
____ _-___ __--. __^.._... -.-_ 

825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.469.1313 + F: 888.570.6460 /Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the folloxying product is Manufactured, Packed,-md/ox Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Gre;m Bay, Wisconsin 543 11 has a\label that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug aiid Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with,section 4OJ(rx6) of the act. These claims are 
not necessarily for a product we currently market or plan to market ih tbE imm&iate f&n%, and may be exploratory 
in nature. 

Taken with, or just before 
meals, phytosterols block the. 
cholesterol receptor sites so that 
cholesterol is excreted from the 
body rather than absorbed.” 
Phytosterols also have the 
additional role of h&ing) 
promote healthy bile salt 
excretion in the intestines,* 

C&ium &as calciti D-nluc~ate),Proprierary Fiber 
Blend: N&fiber@ oat a-G&an ?o&entrate, 
phytosterols (beta &osterol, cainpesterol, stigmasteral, 
brassicasterdl,.and other plant sterols, a$ glucomanan, 
Milk Thistle (SIQ&n$ m~an~m) Fruit PhytosorneTM, 
Burdock (Arctium lappa) Root&tract, Calcium D- 
Glucarate, .Boldo (peumus boldus) Leaf Extract, 
Turmeric (C&&ma longaf Rhizome. Extract, 
Dandelion (Taraxacuin offinale) Root Extract, 
Artichoke (Cynara scolymus) I;eafExtract 

I certify that the information contained in @is notice is complete and accurate .md,that Erqymatic Therapy, Inc. has 
substantiation that the statements are truthful and not”misfeadmg. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robefi,Doster, Senior Vice presihent af S$m%$e Affairs at 
(920) 406-3608. 

P . 
Michael P. Devereux 
Chief Financial Officer 

Complete Liver Cleanse 49e 



INTEGRAllifE ~~~~A~~~~li~S &NC,” ENZXMATIC TNERAPY* 
NF Form&as 9 PhyfaQhdrmica I 6 

Tyler Encapsulations * Vitatine Formulas P~HYTOPHARWltCA* 

97SS SW Commerce Circk, Suite 82 
Wilson&He, OR 97070 

P: 503$82.8386 +z F: SO3.582.$467 

‘825 Challenger Drive, Green Bay, WI 5431 I-8328 
P: 920.+69;1Jf 3 * F:.888.570.6460 (Enzymatic) 

P: 920.469.9099 .c F: 920.469.4418 (Phyto) 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the foIlo%ing product is Manufactured, Packed, ~~or-~~~ib~ted by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 Bas a 1abeI that conk&s. a statement provided 
by section 403(r)(6) of the Federal Food, Drug and ‘Cosmetic Act. En%ymatic Therapy? Inc. wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and comply with section403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or”plan to market in the, i~e~~te’fu~e, and may be exploratory 
in nature. 

Fiber plays a key role in the, 
removal and excretion of 
intestinal toxins in 
detoxification.* Only, fibemthat 
can -effectively bindtoxins will 
be successful in eliminating 
these harmful substances,* 

Calcium (as 
Blend: ViscfiberQY Oat p-C&tqan Concentrate, 
phytosterols ~(beta sitost,erol, campesterol, stigmasterol, 
brassicasterol, and”&er plant Sterols, and glucomanan, 
Milk Thistle (Silyburn &tarianum)Fruit PhytosomerM, 
Burdock (&ctium Iap& Root Extract, Calcium D- 
Glucarate,.Boldo (Pennins boldus) LedExtract, 
Turmeric (Curcuma longa) Rhi;r;ome Extract, 
Dandelion.(Taraxacurn offmale) ~Root Extract, 
Artichoke (Cynam s~blymus)~Leaf Extract 

I certify that the information contained in this notice& complete and accurate,and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truth@1 and not misIeading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 4063608. 

Sincerely, . 
Chief Financial Officer 

Complete Liver Cleanse 5Oc 



.  

.~ N T ~ ~ ~ A T i V E  T N E R A P E U T I C S  INC.’ E l U Z Y F + A T # C  T H E R A P Y *  
NF  Formu las  e. Phy toPhar rb ica  b r  

Ty ler  Encaosuba t ions  *-Vi ta l ine ,Formuks P W Y T O P H A R M C C A ’ 
_-  __ ^ .  , - .  .  . ._”  ._ ._  “ I -  .  . . ^  -__* .  _ .  _ .  I . .  . . -  _ _ I -  _ - .  -  . , .  .  .  .  . -  - .  _ -  

9 7 5 5  S W  C o m m e r c e  Circle,  S u k e  6 2  8 2 5  Cha l lenger  Drive,  G r e e n  Bay,  W I $ 4 3 1  l -8328  
Wi lsonvi l ie ,  O R  9 7 0 7 0  P :‘920*46? .1313  * F: 888 .570 .6460  (Enzymat ic )  

P : 563 .582 .8386  Y  F: 503 .582 .0467  P : QZd .469 .9099  a ‘ F: 920 .469 .4418  (Phyto)  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  &  
Dietary S u p p l e m e n ts, H F S  8 1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  A p p l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m inistrat ion 
5  1 0 0  P a int B r a n c h  Pa rkway  
Co l l ege  Pa rk , M D  2 0 7 4 0  

R E : L a b e l  Cla ims/Discla imers 

D e a r  S ir o r  M a d a m : 

This  letter is to  n o tify y o u  th a t th e  fo l low ing  p r o d u c t is M a n u factured,  P a c k e d , a n d /o r  Dist r ibuted by  E n z y m a tic 
T h e r a p y , Inc. a t 8 2 5  C h a l l e n g e r  Drive, G r e e n  B a y ,G $ G scons in  5 4 3 1 1  h a s  a  labe l  th a t c o n ta ins  a  sta te m e n t p rov ided  
by  sect ion 403 ( r ) (6 )  o f th e  F e d e r a l  F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes to  ta k e  a d v a n ta g e  
o f th e  e x e m p tio n  to  sect ion 2 O l(g)( l ) (“C)  o f th e  act a n d  comply  with ~ e ~ t~ ~ n ’4 ~ 3 ~ ~ ) ( 6 )  o f th e  act. T h e s e  c la ims a r e  
n o t necessar i ly  fo r  a  p r o d u c t w e  current ly  m a r k e t o r  p l a n  to  m a r k e t in  th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lora tory  
in  n a tu r e . 

C o m p l e te  L iver  
C leanse*  

D u e  to  th e  u r n & e  b e n e fits o f 
ind iv idua l  fibers,  th e  b e s t 
b i n d i n g , r emova l , a n d  
e l iminat ion  e ffects a r e  n o te d  
w h e n  c o m b i n i n g  di f ferent  
fib e r  typ e s .* 

~ ‘Calc iu rn  (as  ca lc ium ~ ~ ~ l~ ~ a r a ~ ~ ~ ,P r o p ~ e ~  F iber  
B l e n d : V i a & b e &  O a t ~ ~ G lucan  C o n c e n trate, 
p h y tostero ls  ( b e ta  sitosterol ,  c a m p e s terol ,  stig m a s terol ,  
brass icastero l ,and o th e r ’p l a n t sterols,  a n d  g l u c o m a n a n , 
M ilk Thist le (S i l ybum m a r i a n u m )  Frui t  P h y to s o m e T M ,, 
B u r d o c k  (Arc t ium Ia p p a ) R o o t Ex tm c t, Ca lc ium D-  
G lucarate,  B ,o l d o  ( P e i u n u s  bo ldus )  L e a f Ex tract, 
Turmer ic  ( C u r e u m a  l a n g a )  R h i z o m e  Ex tract, D a n d e l i o n  
(Ta raxacum o ffina le )  R o o t Ex tract, A r ti& o k e  (Cyna ra  
sco lymus)  L e a f Ex tract 

I certify th a t th e  in format ion  c o n ta i n e d  in  tb is n o tice  is c o m p l e te  a n d  accura te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substant ia t ion th a t th e  sta te m e n ts a r e  truthful a n d  n o t m is leading.  

By : 
R o b e r t Doster  

Title: S e n i o r  V ice P r e s i d e n t o f Scienti f ic A ffa i r%  

D a te : 



If you have any 
(920)466-3608. 

questions, please contact R&ert Do&r, Senior Vice President of Scientific Affairs at 

P l 

Mi’chael P. Devereux 
Chief Financial Officer 

Complete Liver Cleanse Sle 



INTEGR&TtVE TWERAPEUTtCS CNC.” EMZYMATIC FWERAPY* 
NF Formutas B PhytoPharmica (k 

Tyler Encapsulations + Vitaline Formulas PWYTOPWARMtCA’ 

9755 SW Commerce Circle, Suite 82 825 Challenger Drive, Green Bay, WI 5431 l-8328 
- Wilsanviiie, OR 97070 P: 920.46?.?313 c F: 888.570.6460 (Enzymatic) 

p: SOjL582.8386 e F: $03.582.0467 P: 920.469.9099 .b F: 920.469.447 8 (Phyto) 

- 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and AppliedNutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactureo, Packed, and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive; Green Bay, “Wisconsin 54311 .has a labelthat contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Ins. wishes to take advantage 
of the exemption to section 2OI(g)( l)(C) of the act and comply with section 403(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* While fiber itself doesn’t 

necessarily provide nutrients, 
it does promote laxation’and 
modulate gastric and 
intestinal physiology.” 

Blend: Viscfiber@.Oat &Gluean’Con~entratk, 
phytosterols (beta sitost&ol, campesterol, stigmasterol, 
brassicasteroi, and other plant sterols, and glucomanan, 
Milk Thistle (Silybum m~~anurn~ Fruit PhytosomeTM, 
Burdock (Amtium lappa) Root Extract, Calcium D- 
Glucarate, Bold0 -@eumus boldus) Leaf Extract, 
Turmeric (Curcuma longa) Rhizome Extract, Dandelion 
(Taraxacum offmale) Root Extract, Artichoke (Cynara 
scolymus) Leaf Extract 

I certify that the information contained in this notioe is complete and accurate and that Enzymatic Therapy, Inc. has 
substantiation &at the statements :are truth$%l and not misleading. 

By: ~@~i 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 



If you have any questions, please contact Robert Da&x, Senior Vice President o~Si‘~ientifi~ Affati at 
(920)406-3608. 

Chief Financial Officer 

Complete Liver Cleanse 52e 



August 28,200s 

IIU7EGibATIVE +HERA?‘EUTICS INC.- ENZYIWATIC THERAPY” 
NF formulas rir PhytoPharmica 6r 

Tyler Encapsulations c Vitaline Formulas PHYTOPWARMICA* 
._^ . .._” I_ x_“._ ,.-_ . ,__ .- ..I _“I . _.,..., ,-,*... .- “a ,-, , _ ,.... _^ _.. __.“. -“... ” ~ ..x _.-. . _. 

9755 SW Corqmerce Circle, Suite 82 ‘825 Chalknger Drive, Green Bay, WI 54311-8328 
Wilsonville, OR 97070 p: 92~.46?.13~ 3 i* F: J388.570.6460 (Enzymatic) 

P: 503.582.8386 ‘y F: 503.582.0467 P: 920.44!?.9099 .a F: 920.469.4418 (Phyto) 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway ’ 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following produet is Manufactured, P&ked,and/or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has a lab&that contains a statement provided 
by section 403(r)(6) of the Federal Food, Drug and Cosmetic Act. Enzymatic ‘Therapy, Ina wishes to take advantage 
of the exemption to section 201 (g)(l)(C) of the act and cumply with section 4O~~r~(6}, of the act. These claims are 
not necessarily for a product we currently market or plan to market in the-immediate future, and may be exploratory 
in nature. 

L 

Short chain fatty’acids have a 
simple, but important job: to 
be absorbed by the colon 
mucosa, increasing fecal 
matter bulk and providing 
energy. * 

Cal&m (as-calcium 
Blend: Viscflber@ Oat j!!-Gluc~.Concentrate, 
phytosterols (beta sitost&-01; campesterol, stigmasterol, 
brassicasterol, and ather.plant sterols, and glucomanan, 
MiIk Thistle (Silybum marianqn) Fruit Phytosomer”, 
Burdock (Arctium lappa) Root Extract, calcium D- 
Clucarate, Baldo (Peumus boldus) Leaf Extract, 
Turmeric (Curquma longa) Rhizome Extract, Dandelion 
(Ta.r&xacum offinale) Root Extra& Artichoke (Cynara 
scolymus) Leaf E$ract 

I certify that the information contained in this noticsis complete and accurate and that .Enzymatic Therapy, Inc. has 
substantiation that the statements ,$re truthml and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: Elhk/bs 



If you have any questions, please contact Robert,Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Gwen 

. 

Chief Financial Officer 

Complete Liver Cleanse 53e 



INTEGRATIVE tHERAPEUTICS, It’iC.” 
NF Formulas *s FhytoPharmica 

:Tyler EncapsufatiQns b Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 5325 C3~allebger Drive, Green Bay, WI 5431 l-8328 
Wiisanviile, OR 97070 P: 920,469.137 3 w F: 888.570.6460 (Enzymatic) 

P: 50X582.8386 503582.0467 *u F: P:~ 920,469.9099 + F: 920.469.4418 (Phyto) 

August 28,2005 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClaimslDisciaimers 

Dear Sir or Madam: 

This letter is to notify you that the, following product is Manufactured, Packed, &&./or Distributed by Enzymatic 
Therapy, Inc. at 825 Challenger Drive, Green Bay, Wisconsin 543 11 has zilabei ~at’~~~~~~s a statement provided 
by section 403(r)(5) of the Federal Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage 
of the exemption to section 2Ol(g)( l)(C) of the act and comply with section 493(r)(6) of the act. These claims are 
not necessarily for a product we currently market or plan to market in the immediate future, and may be exploratory 
in nature. 

Complete Liver 
Cleanse* 

Fiber has been demonstrated 
in numerous clinical studies 
to provide supbortof 
gastrointestinal, 
cardiovascular, immune, and, 
endocrine function health.* 

Calcium (as.calcium ~-~luoarate)~~roprieta~ Fiber 
Blend: Viscfiber@ Oat j3-C;lu&an Concentrate, 
phytosterols (beta sitosterol, campesterol, stigmasterol, 
brassicasterol, and other plant sterols, and glucomanan, 
Milk Thistle (Silybum marianum} Fruit PhytosomerM, 
Burdock (Arctiurn lappa) Root Extract, Calcium D- 
Glucarate, Boldo (Peumus bol&) Leaf Extract, 
Turmeric (Curcuma longa) Rhizome Extract, Dandelion 
(Taraxacum offmale) Root Extract, Artichoke (Cynara 
scolymus) Leaf Extract 

I certify that the information contained in this notice is complete and accnrate and that Enzymatic Therapy, Inc. has 
substantiation that the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

Date: k/WiS 



If you hme any questions, please contact Robert Doster, Senior Vice ,President of Scientifk Affairs at 
(920) 406-3608. 

Sincerely, 

P . 
&hael P. Devereux 
Chief Financial Officer 
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